United States Patent and Trademark Ofhce 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OtBce 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



10/613,517 



FILING DATE 



FIRST NAMED INVENTOR 



77845 7590 

Goodwin Procter LLP 
Attn: Patent Administrator 
135 Commonwealth Ehive 
Menlo Park, CA 94025-1 105 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



38187-2688.US 



HOEKSTRA, ffiFEilEY GERBEN 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



KJtSiVrXS nvrliyjts OUff Iff fcff Jr 


Application No. 

10/613,517 


Applicant(s) 

BOECKER ET AL. 


Examiner 

JEFFREY G. HOEKSTRA 


Art Unit 

3736 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 23 October 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Clalm(s) 1.13-17.21.24.27.57 and 65 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 1.13-17.21.24.27.57 and 65 is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 
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DETAILED ACTION 
Notice of Amendment 

1 . In response to the amendment filed on 1 0/23/2009, amendment(s) to the 
specification, amended claim(s) 1, 13, 21, 24, 27, 57, and 65, and canceled claim(s) 52, 
54, and 57 is/are acknowledged. The previous rejections of the claims is/are withdrawn. 
The following new and/or reiterated ground(s) of rejection is/are set forth: 

Information Disclosure Statement 

2. The information disclosure statement(s) (IDS) submitted on 9/23/09, 1 2/08/09, 
and 1/15/10 is/are acknowledged. The submission is in compliance with the provisions 
of 37 CFR 1 .97 and 1 .98. Accordingly, the examiner is considering the information 
disclosure statement(s). 

3. Applicant should note that the large number of references in the attached IDS 
have been considered by the examiner in the same manner as other documents in 
Office search files are considered by the examiner while conducting a search of the 
prior art in a proper field of search. See MPEP 609.05(b). Applicant is requested to 
point out any particular references in the IDS which they believe may be of particular 
relevance to the instant claimed invention in response to this office action. 

Claim Objections 

4. Claim 27 is objected to because of the following informalities: the positive 
recitation of "wherein the processor is utilized to monitor position and speed of the 
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active one of said penetrating members as the active one of said penetrating members 
moves in the first direction toward a target tissue, wherein the application of a launching 
force to the penetrating member is controlled based on position and speed of the 
penetrating member" should apparently read "wherein the processor is utilized to 
monitor position and speed of the active one of said penetrating members as the active 
one of said penetrating members moves in a first direction toward the tissue site, 
wherein an application of a launching force to the active one of said penetrating 
members is controlled based on a position and a speed of the active one of said 
penetrating members", or the like. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claim 65 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

7. The scope of claim 65 is indeterminate because of the two separate positive 
recitations of ""a processor coupled to the penetrating member driving configured to 
provide instructions for a fast-into of penetrating members into a tissue site and slow-out 
velocity out of the tissue site". The scope of the claim appears to include two 
processors performing identical functions. It does not appear Applicant intended to 
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include the second recitation and it appears to be a typographical error; however, the 
scope of the claims remains indefinite. 



Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

10. Claims 1, 13-17, 21, 24, 27, 57, and 65 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Levaughn et al. (US 7,150,722 B2, hereinafter Levaughn) in 
view of Cunningham et al. (6,306,1 04 B1 , hereinafter Cunningham). 

1 1 . For claim 1 , Levaughn discloses and shows a body fluid sampling system (2) for 
use on a tissue site (Abstract), the system comprising inter alia: 

• a disposable (50) (as best seen in Figure 4) (column 14 line 9 - column 16 line 57); 
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• a penetrating member driver (44) (as best seen in Figure 3) (column 14 line 9 - 
column 16 line 57); 

• a plurality of penetrating members (8) (as best seen in Figures 3-4) (column 14 line 
9 - column 16 line 57) arranged in a radial configuration in the disposable (as best 
seen in Figure 4) (column 14 line 9 - column 16 line 57), wherein sharpened distal 
tips of the penetrating members point radially outward (as best seen in Figure 4) 
(column 14 line 9 - column 16 line 57), wherein an active one of said penetrating 
members may be operatively coupled to said penetrating member driver (column 14 
line 9 - column 16 line 57), said penetrating member driver moving said active one 
along a path out of a housing having a penetrating member exit, into said tissue site, 
stopping in said tissue site, and withdrawing out of said tissue site (column 14 line 9 
- column 16 line 57); and 

• a plurality of analyte detecting members (10) (as best seen in Figure 4) (column 14 
line 9 - column 16 line 57) positioned in the disposable (as best seen in Figure 4), 
wherein at least one of said analyte detecting members is positioned to receive fluid 
from a wound created by said active one of said penetrating members (as best seen 
in Figure 1) (column 14 line 9 - column 16 line 57), wherein said detecting members 
are not pierced by the active one of the penetrating members (as best seen in Figure 
4) (column 14 line 9 - column 16 line 57). 

1 2. For claim 21 , Levaughn discloses and shows a body fluid sampling system, 
wherein the penetrating member driver is a motor and gear box (column 14 line 9 - 
column 16 line 57). 
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13. For claim 57, Levauglin discloses and shows a body fluid sampling system, 
wherein each of the plurality of penetrating members is an elongate member without 
molded attachments (as best seen in Figure 4) (column 14 line 9 - column 16 line 57). 

14. For claim 65, Levaughn discloses and shows a body fluid sampling system (2) for 
use on a tissue site (Abstract), the system comprising inter alia: 

• a disposable (50) (as best seen in Figure 4) (column 14 line 9 - column 16 line 57); 

• a penetrating member driver (44) (as best seen in Figure 3) (column 14 line 9 - 
column 16 line 57); 

• a plurality of penetrating members (8) (as best seen in Figure 4) (column 14 line 9 - 
column 16 line 57) arranged in a radial configuration in the disposable (as best seen 
in Figure 4) (column 14 line 9 - column 16 line 57), wherein sharpened distal tips of 
the penetrating members point radially outward (as best seen in Figure 4) (column 
14 line 9 - column 16 line 57), wherein an active one of said penetrating members 
may be operatively coupled to said penetrating member driver (column 14 line 9 - 
column 16 line 57), said penetrating member driver moving said active one along a 
path out of a housing having a penetrating member exit, into said tissue site, 
stopping in said tissue site, and withdrawing out of said tissue site (column 14 line 9 
- column 16 line 57); 

• a plurality of analyte detecting members (10) (as best seen in Figure 4) (column 14 
line 9 - column 16 line 57) positioned in the disposable (as best seen in Figure 4), 
wherein at least one of said analyte detecting members is positioned to receive fluid 
from a wound created by said active one of said penetrating members (as best seen 
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in Figure 4) (column 1 4 line 9 - column 1 6 line 57), wherein said detecting members 
are not pierced by the active one of the penetrating members (as best seen in Figure 
1 ) (column 1 4 line 9 - column 1 6 line 57); and 

• a coupler (48) (as best seen in Figure 3) (column 14 line 9 - column 16 line 57) on 
said penetrating member driver configured to engage at least a portion of said 
elongate portion of the penetrating member and drive said member along a path into 
the tissue site and withdrawn from the tissue site (as best seen in Figure 3) (column 
14 line 9 - column 16 line 57). 

1 5. For claims 1,13-1 7, 21 , 24, 27, 57, and 65, Levaughn discloses the claimed 
invention as set forth and cited above except for expressly disclosing the following: 

• for claims 1 and 65, a processor coupled to the penetrating member driving 
configured to provide instructions for a fast-into of penetrating members into a tissue 
site and slow-out velocity out of the tissue site; 

• for claim 13, a body fluid sampling system, further comprising a penetrating member 
sensor positioned to monitor the active one of said penetrating members coupled to 
said penetrating member driver, the penetrating member sensor configured to 
provide information relative to a depth of penetration of a penetrating member 
through a skin surface; 

• for claim 14, a body fluid sampling system, wherein the depth of penetration is about 
100 to 2500 microns; 
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• for claim 15, a body fluid sampling system, wherein the depth of penetration is 500 
to 750 microns; 

• for claim 16, a body fluid sampling system, wherein the depth of penetration is no 
more than about 1000 microns beyond a stratum corneum thickness of a skin 

surface; 

• for claim 17, a body fluid sampling system, wherein the depth of penetration is no 
more than about 500 microns beyond a stratum corneum thickness of a skin surface; 

• for claim 24, a body fluid sampling system, wherein the processor is utilized to 
monitor position and speed of the active one of said penetrating members as the 
active one of said penetrating members moves in a first direction; and 

• for claim 27, a body fluid sampling system, wherein the processor is utilized to 
monitor position and speed of the active one of said penetrating members as the 
active one of said penetrating members moves in a first direction toward the tissue 
site, wherein an application of a launching force to the active one of said penetrating 
members is controlled based on a position and a speed of the active one of said 
penetrating members. 

1 6. Cunningham teaches a body fluid sampling system, comprising inter alia: 

• for claims 1 and 65, a processor (column 13 lines 33-67) coupled to a penetrating 
member (67) (column 9 line 40- column and column 12 line 40 and column 13 lines 
33-34) driving configured to provide instructions (column 13 lines 33-67) for a fast- 
into of an active one of the penetrating members into a tissue site and slow-out 
velocity out of the tissue site (the Examiner notes the microprocessor automatically 
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initiates and controls tlie liigli pressure piston based lancet insertion into the tissue 
site and subsequently the spring based lancet retraction; the automated insertion 
velocity is greater than the retraction velocity) (column 9 line 40 - column and 
column 12 line 40 and column 13 lines 33-34); 

• for claim 13, a body fluid sampling system, further comprising a penetrating member 
sensor (column 13 lines 33-64) positioned to monitor an active one of said 
penetrating members coupled to said penetrating member driver (38) (column 9 
lines 42-44), the penetrating member sensor configured to provide information 
relative to a depth of penetration of a penetrating member through a skin surface 
(column 13 lines 33-64); 

• for claim 14, a body fluid sampling system, wherein the depth of penetration is about 
100 to 2500 microns (column 9 lines 29-44); 

• for claim 1 5, a body fluid sampling system, wherein the depth of penetration is 500 
to 750 microns (column 9 lines 29-44); 

• for claim 1 6, a body fluid sampling system, wherein the depth of penetration is 
capable of being no more than about 1000 microns beyond a stratum corneum 
thickness of a skin surface (column 9 lines 29-44); 

• for claim 17, a body fluid sampling system, wherein the depth of penetration is 
capable of being no more than about 500 microns beyond a stratum corneum 
thickness of a skin surface (column 9 lines 29-44); 

• for claim 24, a body fluid sampling system, wherein the processor (column 13 lines 
33-34) is inherently capable of monitoring position and speed of the active one of 
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said penetrating members as the active one of said penetrating members moves in a 
first direction (column 13 lines 33-34); and 
• for claim 27, a body fluid sampling system, wherein the processor (column 13 lines 
33-34) is inherently capable of being utilized to monitor position and speed of the 
active one of said penetrating members as the active one of said penetrating 
members moves in a first direction toward the tissue site (column 13 lines 33-34), 
wherein an application of a launching force to the active one of said penetrating 
members is capable of being controlled based on a position and a speed of the 
active one of said penetrating members (column 13 lines 33-34) 
17. All the claimed body fluid sampling system elements were known in the prior art 
and one skilled in the art could have combined the body fluid sampling system elements 
as claimed by known methods with no change in their respective functions, and the 
combination would have yielded predictable results to one of ordinary skill in the art at 
the time of the invention. All of the body fluid sampling system component parts are 
known in Levaughn and Cunningham. The only difference is the combination of the 
body fluid sampling system component parts into a single device. Thus, it would have 
been obvious to one having ordinary skill in the art at the time of the invention to 
combine the body fluid sampling system components as taught by Levaughn with the 
body fluid sampling system components as taught by Cunningham to achieve the 
predictable results of monitoring and controlling a penetration depth, position and speed 
of a lancet using a processor in order to decrease perceived pain by the lancing subject. 
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Response to Arguments 

18. Applicant's arguments filed 10/23/2009 have been fully considered but they are 
not persuasive. 

1 9. Applicant's arguments fail to comply with 37 CFR 1.111 (b) because they amount 

to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 

20. Applicant's arguments (see page 7 filed 10/23/2009) merely paraphrase the 
claimed invention and generally state "None of the references, either singularly or in 
combination, teach a body fluid sampling system that includes, (i) penetrating members 
and analyte detecting members positioned in a disposable, (ii) a processor coupled to a 
penetrating member driving configured to provide instructions for a fast-into a tissue site 
and slow-out velocity out of the tissue site and (ill) detecting members not pierced by 
penetrating members". 

21 . Although the arguments appear to fail to comply with 37 CFR 1.111 (b), but since 
the rejection is based upon previously applied prior art, the Examiner notes in response 

the following: 

22. In response to (i), Levaughn clearly discloses and shows penetrating members 
(8) and analyte detecting members(IO) positioned in a disposable (50) (see Figures 3-4) 
(column 14 line 9 -column 16 line 57). 

23. In response to (ii), Cunningham teaches using a processor (column 13 lines 33- 
67) coupled to a penetrating member (67) (column 9 line 40 - column and column 12 
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line 40 and column 13 lines 33-34) driving configured to provide instructions (column 13 
lines 33-67) for a fast-into of an active one of the penetrating members into a tissue site 
and slow-out velocity out of the tissue site. The Examiner notes the microprocessor 
automatically initiates and controls the high pressure piston based lancet insertion into 
the tissue site and subsequently the spring based lancet retraction. The automated 
insertion velocity must be greater than the retraction velocity (column 9 line 40 - column 
and column 12 line 40 and column 13 lines 33-34) because during insertion the high 
pressure piston-based driver must overcome the force applied by the spring. 
24. In response to (iii), Levaughn clearly discloses and shows analyte detecting 
members not pierced by penetrating members (see Figures 3-4) (column 14 line 9 - 
column 16 line 57). 



Conclusion 

25. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 
(571 )272-7232. The examiner can normally be reached on Monday through Friday Sam 
to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jeffrey G Hoekstra/ 
Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



